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Blood Supply: 
Report, 

FDA Oversight and Remaining Issues of Safety (Chapter 
02/25/97, GAO/PEMD-97-l). 

Pursuant to a congressional request, 
Administration's (FDA) 

GAO evaluated the Food and Drug 
tlayers of safety" that provide the framework for 

regulating and monitoring the U.S. blood industry, focusing on the 
actual and potential vu$nerabilities in the layers of safety that may 
present a threat to theipublic health. 

GAO found that: (1) thejtransmission of human immunodeficiency virus 
(HIV) by transfusion decreased dramatica!ly after HIV testing for donors 
was introduced in 1985, and more and better tests for other diseases 
also have reduced the the risks from blood transfusions: 
blood supply is very safe, 

(2) while the 
no amount of federG al regulation-can entirely 

eliminate blood-transfusion risks be_---- __ . !cause of human error, technological 
limitations of: state-of-the-art tests. and +hd I ---- --- -----r _.._ ,..a biological nature of the 
product itself; (3) within the overlapping layers of safetv. GAO found 
areas where FDA- can take action that would further imorove-the safety 

ire a 1lOh 
ferra x-- 

the blood supply: (a) the lack of a uniform donor queitionna 
variability in donor screening; (b) the lack of mandatory de 
notification allows some donors who have tested positive ___ 
unwittingly attempt donation again; (c) untested units donat 
self-use may inadvertently be used for unintended recipients 

FDA has been slow to investigate error and accident rel 
warrant a recall; (4) FDA does not require unlicen 
that do not engage in the sale, barter, or exchanse of 

' of 
IS 

= for viruses 
a- 
; 

for 
.ndd) 

sthat mav 
sed facilities, tho 

blood products 
across state lines, to report errors and accidents; (5) because 
unlicensed facilities ccjnstitute more than two thirds of all blood 
facilities that, together, produce 10 percent of the nation's blood, FDA 
has not fully monitoredjthe quality of this portion of blood products7 
(6) FDA's inspections for both licensed and unlicensed blood facilities 

to 

, appear to be inconsistent in focus, scope, and documentation; (7) in 
addition, these inspections are often not conducted within time p'-- eriods 
set by FDA's own guidelines; (8) FDA does not maintain a central 
repository for inspection reports and, thus, does not examine national 
trends; and (9) GAO's survey results also indicated confusion within the 
blood industry regarding the interpretation for FDA policy suidance and 
regulations. + 
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Blood Safety: Enhancing dafeguards Would Strengthen the Nation's Blood 
Supply (Testimony, 06/05(97, GAO/T-HEHS-97-143). 

GAO discussed its two re orts 
supply, focusing on: 

on the safety of the nation's blood 
(1) jthe current risks of blood transfusion; (2) the 

content and quality of data collected to assess these risks; and (3) the 
Food and Drug Administration's (FDA) layers of safety and their ability 
to ensure the safety of tfie nation's blood supply. 

GAO noted that: 
showed that, 

(1) its analysis of current risks from transfusion 
while the nation's blood supply is safer today than at any 

time in recent history, some risk remains, even if all the safeguards -. available work perfectly;: (2) GAO also found several vulnerabilities and 
gaps in current procedures which, if eliminated, would provide greater 
assurance of safety for the nation's blonA =17nnltr. Ia\ +h- ---+ ------~a 
of these problems follow:/ (a) 

\-‘I 

not all dc 

percent of the nat 

contaminated units 

.thOUt treatment; (b) similarly, not all --I*. . ' -ied, which may keep 
) allow them to transmit the disease; . 

igations of error and 
recall take a long time and increase the . . recall is 

f blood facilities are 
itation; and (4) GAO's reports 

LS to the Secretarv nf Health and 
.l - 

Human Services to eliminate these weaknesses in *ho fll~=l 
system for the blood suppl)y. 

-.. “1.U ---,ity assurance 
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Blood Safety: Recalls and Withdrawals of Plasma Products (Testimony, 
05/07/98, GAO/T-HEHS-98-;66). 

GAO discussed the amount!of plasma products 
amount of intravenous immune globulin (IVIG;, 

and in particular, the 

removal of products from'the market 
that was being lost due to 

focusing on the: (1) number of 
recent product recalls and withdrawLls* (2) reasons for these actions. 
(3) different types of plasma products'affected. (4) amount of produc; 
that has been returned as a result of these actions; and (5) current 
shortage of IVIG of reducing the number of donors for each plasma 
product. / 

GAO noted that: (1) the data showed that only a small proportion of 
distributed IVIG--about 1'.1 percent --has 
a result of recalls or withdrawals; 

been removed from the market as 
(2) however, only 5 percent of the 

vials of plasma products that were recalled or withdrawn has been 
retrieved to date; (3) while additional quantities might still be 
retrieved, Some portion of these products has already been transfused or 
1s otherwise unretrievable; (4) further, changes to reduce the number of 
donors in each product appear unrelated to the current shortages; 
during the period GAO reviewed, 

(5) 
11 manufacturers reported to the Food 

and Drug Administration (FDA) that they undertook a total of 12 recalls 
(affecting 33 lots of 7 types of plasma products) and 38 withdrawals 
(affecting 1,001 lots of 1,0 types of products); 

product recalls varied, 
(6) the reasons for the 

but generally they related to specific 
manufacturing errors resulting in problems in product potency, sterility 
assurance, or incorrect labeling; (7) the product withdrawals were all 
related to donors who wereldiagnosed with Creutzfeldt-Jakob disease 
(CJD) or were considered to be at increased risk for CJD; (8) as 
reported to FDA, the proportion of IVIG vials retrieved following a 
recall was 15 percent, which amounted to less than 1 percent of total 
IVIG distributed in 1997; (9) in total, about one-third, or 38 percent 
of the number of vials of $11 plasma products recalled has actually been 
retrieved from distribution or known to be destroyed; (10) the 
proportion of distributed products retrieved following a withdrawal has 
been much lower; (11) data jfrom the plasma product manufacturers showed 
6 percent of the vials of IVIG that were withdrawn to actually have been 
recovered, 
1997; 

representing 1 p'ercent of the total product distributed in 
(12) for other plasma'products, the proportion of distributed 

vials retrieved following a' withdrawal was 2 percent; and (13) 
manufacturers also claim that their production of IVIG was reduced by 5 
to 10 percent in 1997 because they had to quarantine or destroy plasma 
because of CJD risk, but these amounts cannot be verified. 
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